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Dear Secretary Sebehus 

The AdvIsory Conumttee on Blood Safety and Avatlablhty (ACBSA) met on November 
19 and 20, 2009 The AsSIStant Secretary for Health, Dr Koh, proVided to the committee 
the PHS Wormg Group's white paper "Blovlgllance In the Untted States Efforts to 
Bndge a Cnhcal Gap In Patient Safety and Donor Health ., We appreciate the tune and 
consideratIon that the Department spent m respondmg to thts ACBSA recommendation 
of2006 

The Comnuttee reviewed and approved the findmgs m PHS Workmg Group w~te paper, 
"Blovlgllance In the Untted States Efforts to Bndge a Crmcal Gap In Patient Safety and 
Donor Health ., The Committee recommends the Secretary address the gaps and 
recommendations lIsted therem ' 

A quorum ofvotmg members was present to diSCUSS and respond to the followmg 
questIons 

I 
1 	 Please comment on mechanIsms to identifY and address mformatlon gaps related 


to mfectlOus dISease riSks oforgans and tissues 

2 	 Please comment on types oftools ofpohcy analysIs that may be used to enhance 


the current decISion makmg process, such as nsk assessment and cost 

effectiveness/cost utilIty modelmg and how they might be mtegrated mto the 

current system. 


3 	 What next steps, doesthe Comnuttee recommend to enhance the quahty and 

transparency offederal deCISIon makmg for organ and tISsue safety policy? 


The Committee responded as fo Hows 

General: Blovlgdance mltiattves should be mcluded m an mtegrated national system to 
IdenttfY preventable adverse outcomes 

The Committee recommends that the Secretary develop adashboard for momtormg 
adverse event reportmg for blood, organs, and tISSUes to be revIewed regularly by the 

US. PubliC Health Service 



I 

"'RECEIVED'" 
Jan 15,2010 12:24:00 WS#20 

OSNUM: 011520101015 , OFFICE OF THE SECRETARY 

CORRESPONDENCE 

CONTROL CENTER 


Page 2 - The Secretary 

Organs: It was recogmzed that there are sigruficant gaps m Identifying the nsk of 
dIsease translIl1S810n 

Donor RIsk Assessment 

There IS currently no standarchzed approach to collecttng the medical and SOCIal 
htstory Tlus IS cntlcal to assess as It directly ImPacts claSslficatlon'ofdonors as 
mcreased nsk vs standard nsk of latent mfectlon With a blood-borne pathogen, 
currently thts dnves addluonal testing ofdonors, winch may lead to mcreased use or 
loss due to false posluve tesung, and addluonal consenting 

The Conmuttee recommends the Secretary support development and vabdatlOn ofa 
umfonn donor health history screerung quest1o~re 

Access to medtcal and laboratory testing of donors 

Currently, there are no standard approaches to allOWing procurement orgamzat:J.ons to 
access and review the comprehensive amount of data av81lable on each donor 

The Conmuttee recommends the Secretary mvestlgate mechantsms to allow Organ 
Procurement Organtzatlons easier and complete access to appropnate records 

Infonned Consent 

Currently, the OPTN pohcy reqUIres spectfic mformed consent ofrecipIents of''htgh 
nsk" donors There IS slgmficant van ability m how informatIon 18 prOVIded to 
potenttal rectplents and research IS needed to understand gaps m cllOlClan and patient 

) 	 knowledge related to lugh nsk donors In parbcular and all organ donors In general ~ 
Further research IS also needed to understand the Impact ofthe consent process on 
how organs are used 

The Comnuttee recommends the Secretary dtrect fundmg to understand the 
knowledge gaps and ImPact ofthe organ transplantation consent process. 

Testing 

There are currently hlIl1tattons related to donor laboratory SCI'eentng 

The Comrmttee recommends that the Secretary explore more effective use of 
screerung and confirmatory laboratory donor testing ofpotenttal donors and explore 
opttons to enhance accesslblhty and mnovatton 

The Connruttee recommends that standards be developed for donor and rectplent 
sample retentton - . 
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Risk Assessment 

SIgnIficant underreportmg ofdonor denved rusease transnusslOn IS suspected. 

The CommIttee recommends the Secretary 


1 	 To fund aprospecttve study to outlIne the nsk ofdisease transtnlSSlon through 
organ transplantation - smular to the Sparush Resltra Cohort or the U.S. REDS I 
study 

2. 	 ProVide resources for nabona1unplementatlon ofthe Transplantation Sentinel 
Network (TSN) 

TIssues There IS concern reganitng madequate blrurectlOnal traceabilIty of tissues, 
unpamng adverse events surve1l1ance and tunely pubbc health mterventlon There are no 
accurate data on the number ofrecIpients m whom tJssues are Implanted and thus rates on 
adverse events cannot be calculated . 

The comnuttee recommends 

1. 	 Development ofa system emplOYing bIdtrectlonal traceablbty from donor to 
reClplent wmch would use aumque Identlfier hnkmg a smgle donor to all 
recovered organs and tissues 

2. 	 All adverse events possibly related to tissue grafts should be promptly reported 
and Investigated. 

3 	 Assess the adequacy ofthe current language and process ofmfonned consent for 
tissue Implantation " 

4. 	 Assess the adequacy of current oversight mechamsms to ensure patient safety In 
tJssue reCIpIents 

5 	 Develop untfonn questtonn81l'e for donor screenmg to optumze pattent safety 

On behalfofthe COmmIttee, Twant to thank you In advance for the attentton to these 
recommendattons The recommendattons both on the wmte paper and related to organs 
and tissues Wlll help unprovethe safety ofthe transfuSion and transplantation 

Smcerely, 

{J;:~--~ 

Arthur W Bracey, M.D. 


